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DOD  Gulf  War  Illness  Award  Research  Technical  Reporting:  1  year  Progress  Report 
GW080059  -  Effectiveness  of  Acupuncture  in  the  Treatment  of  Gulf  War  Illness 
PI  -  Lisa  Conboy,  MA,  MS,  ScD 

INTRODUCTION:  This  project  is  a  single-blind  randomized  controlled  clinical  trial  with  a  wait  list  control 
evaluating  the  effectiveness  of  individualized  acupuncture  treatment  on  subjects’  overall  health  and  disease 
burden.  This  three-year  project  collects  main  outcomes  after  2  months  of  biweekly  acupuncture  treatment. 
Longer-term  effectiveness  will  be  measured  with  a  6  month  follow-up.  Our  objectives  are  to  find:  a  successful 
treatment  of  GWI,  by  gathering  data  to  better  understand:  1 )  the  efficacy  of  acupuncture  in  treating  GWI,  2)  the 
mechanisms  of  how  GWI  may  be  helped  by  acupuncture.  Our  specific  aim  is  to  evaluate  in  a  sample  of 
veterans  with  GWI,  the  effectiveness  of  an  individualized  acupuncture  treatment  protocol  on  the  subjects’  GWI 
symptoms. 

The  study  design  utilizes  a  randomized  controlled  trial  design  with  a  wait-list-control.  Volunteers  will  be 
randomly  assigned  to  treatment  or  wait  list  arm  using  computer  assignment.  Our  primary  outcome  is  quality  of 
life.  In  an  effort  to  better  understand  this  disease  and  its  treatment  we  are  considering  psychosocial  variables 
(quality  of  life,  depression,  anxiety,  mood),  fatigue,  sleep  quality,  and  pain.  All  of  the  measurement  instruments 
used  in  this  trial  have  been  used  before  and  published  on  in  peer  reviewed  scientific  journals.  All  have  shown 
good  validity  and  reliability. 


BODY:  The  initial  year  of  funding  was  spent  simultaneously  on  extensive  IRB  review  by  NESA’s  contracted 
IRB,  the  New  England  Research  Institute  (NEIRB);  IRB  review  for  our  biomarker  collection  and  analysis 
through  the  Human  Subjects  Program  Office  of  the  Beth  Israel  Deaconess  Hospital  (BIDMC  IRB);  and  the 
United  States  Army  Medical  Research  and  Materiel  Command  (USAMRCM  IRB).  Final  IRB  approval  was 
granted  just  this  month  (July,  2010)  by  all  three  human  subject  review  boards;  therefore  screening  has  just 
begun.  We  also  recruited  experienced  study  staff  and  study  practitioners  that  successfully  completed  our  study 
training.  Concurrently  we  focused  on  the  start  up  activities  which  included  the  formation  of  our  final 
measurement  procedure  and  instruments,  the  design  of  our  databases  and  the  testing  of  these  procedures.  A 
relational  database  was  built  for  the  purpose  of  intakes,  screenings,  and  tracking.  Our  instrumentation  package 
was  created  and  placed  onto  SurveyMonkey,  the  WEB-based  data  collection  interface.  This  interface  was 
successfully  created  and  tested  on  mock  volunteers. 

Since  a  single  measure  of  severity  that  addresses  all  possible  presentations  of  GWI  does  not  exist  we  chose  to 
use  as  the  main  outcome  a  general  measure  of  health.  Our  primary  outcome,  the  SF-36  is  a  36-item  measure 
of  global  health.  It  is  well  recognized  with  good  reliability  and  validity;  Items  address  multiple  aspects  of 


4 


physical  and  mental  health  as  well  as  functionality.  Almost  400  randomized  controlled  clinical  trials  suggest  that 
the  SF-36  is  also  a  useful  tool  for  evaluating  the  benefits  of  alternative  treatments. 

Several  outlets  have  been  utilized  for  recruitment  of  veteran  volunteers  for  this  study.  Due  to  privacy 
regulations,  the  Veterans  Administration  (VA)  was  unable  to  provide  the  research  team  with  the  names  of 
patients  registered  with  the  GW  I  registry.  The  Boston  and  Bedford  VA  systems  were  able  however,  to  provide 
research  staff  with  frequencies  of  GWI  cases  by  zip  code.  By  obtaining  the  frequency  of  GWI  cases  by  zip 
code,  the  research  team  was  able  to  identify  cities  and  towns  with  large  numbers  of  GWI  cases,  and  therefore, 
the  research  team  was  able  to  select  study  acupuncturists  practicing  in  close  proximity  to  these  potential 
subjects. 

Additionally,  outreach  was  performed  to  local  veteran  organizations  and  professional  associations  that  are 
specific  to  veterans.  Outreach  efforts  announcing  the  study  to  professional  organizations  included  outreach  to 
Dr.  Roberta  White  and  her  staff  at  the  Department  of  Environmental  Health  at  Boston  University.  Her  advice 
proved  valuable  to  our  recruitment  efforts.  Other  professionals  in  the  GWI  field  contacted  included  Dr.  Robert 
Haley  of  Southwestern  University,  Dr.  Gordon  Broderick  of  the  University  of  Alberta,  Dr.  Douglas  Dockery  of 
Harvard  University,  Dr.  Harold  Sox  of  Dartmouth  University.  We  also  contacted  local  veteran  organizations 
including  the  U.S.  Veterans  Outreach  Center;  American  Legion  Department  of  MA;  Veteran’s  of  Foreign  Wars 
of  the  U.S.;  South  Boston  VFW  Post  6536;  Disabled  American  Veterans;  Veteran’s  Up  and  Running,  and  Gulf 
War  Vets  of  New  England.  IRB  approved  advertisement  flyers  were  sent  to  these  organizations  as  well  as 
information  sheets  about  the  study.  An  IRB  approved  advertisement  was  placed  in  the  local  paper  Boston 
Metro  on  7/13/10.  Additionally,  a  press  release  announcing  the  grant  was  distributed  on  6/23/10  by  NESA’s 
public  relations  agency,  Bishoff  Communications,  whom  NESA  has  on  monthly  retainer.  Several  veterans 
contacted  the  research  team  expressing  their  interest  as  a  result  of  press  garnered  from  the  release. 


KEY  RESEARCH  ACCOMPLISHMENTS: 

•  Poster  presentation  at  Southwest  Symposium,  April  2010  in  Austin,  TX  on  Methodological  Challenges  in 
Designing  Research  Protocols  to  Evaluate  Acupuncture  in  the  Treatment  of  Complex  Medical  Diseases: 
the  Case  of  Gulf  War  Illness  (please  see  attached  slides). 

•  Poster  presentation  at  The  Society  of  Acupuncture  Research,  March  2010,  Chapel  Hill,  NC. 
Methodological  Challenges  in  Designing  Research  Protocols  to  Evaluate  Acupuncture  in  the  Treatment 
of  Complex  Medical  Diseases:  the  Case  of  Gulf  War  Illness  (please  see  attached  poster). 


REPORTABLE  OUTCOMES: 

•  We  have  yet  to  publish  any  results  as  recruitment  has  just  begun.  Our  hope  is  that  once  the  study  is 
underway  it  may  represent  a  reportable  outcome  in  year  2  of  the  funded  work. 
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CONCLUSION; 


We  have  just  begun  recruitment  and  our  first  medical  screening  day  is  scheduled  for  August  21  We  have  our 
data  collection  and  reporting  systems  in  place  and  a  well-trained  experienced  staff  in  operation.  We  hope  to 
have  reportable  outcomes  in  the  coming  year. 

REFERENCES: 

1 .  Surveymonkey.  http;//www.surveymonkey.com,  October  3,  2008. 

2.  McHorney  CA,  Ware  JE  Jr,  Lu  JF,  Sherbourne  CD.  The  MOS  36-item  Short-FormHealth  Survey  (SF- 
36):  III.  Tests  of  data  quality,  scaling  assumptions,  and  reliability  across  diverse  patient  groups.  Med 
Care.  1994;32(1);40-66. 

3.  Turner-Bowker  DM,  Bayliss  MS,  Ware  JE  Jr,  Kosinski  M.  Usefulness  of  the  SF-8  Health  Survey  for 
comparing  the  impact  of  migraine  and  other  conditions.  Qual  Life  Res.  2003;  12(8):1 003-1 2. 


APPENDICES:  See  attached 
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Effectiveness  of  Acupuncture 
in  Treating  Gulf  War  Illness 

Practitioner  Training 
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Gulf  War  Illness  (GWI) 

•  Definition 

•  Epidemiology 

■  Study  Methodology 

•  History 

•  Exposures  to  neuioloxicants 

•  GVVI  characterized  by  Traditional  Chinese 
Medicine  (TCM) 

•  First  person  accounts 

•  Clinical  Partners 

•  Citations 


Definition 


•A  ctiromr,  mutti-Eymrt:!'’'.  illness  (CMl) 
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•CMl  symptoms  also  studied  in  veterans  in 
t'-ic  United  K'njdom,  Canada.  &  Australia 

•No  disease-sc>ec-ic  tieatment  idenlified  as 
helpful 


Symptoms  in  3  clusters 
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Study  Methodology 

Study  Methodology 

•  Objectives  To  find  a  successfui  treatment  for 
GWI.  by  gathering  data  to  better  understand; 

1 1  the  eflectiveness  of  ac.upuncUiro  in  treating 

•  Unblinded  randomized  controlled  Inal 
design  with  a  wait-lisl-control. 

•  Individualized  treatments 

GWI.  <-1  tire  mechanisms  of  this  disease. 

•  Active  group->6  months  of  biw^eMy 

•  Sj^.dfic.Airn  In  a  sample  of  veterans  with 

treatment 

GW'I.  evaluate  the  effectiveness  of  an 
individualized  acupuncture  treatment  protocol 
on  the  volunteers  most  distressing  GWI 
symptom. 

•  Waitlist  group->2  months  of  waiting  then 

4  months  of  weekly  treatments 

study  Methodology; 

How  we  measure  improvement 

Measure  general  symptoms  in  Quality  of 
Life  and  most  distressing  syjiiploms 
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t  Study  Methodology 

ow  do  we  record  TCM  improvem< 

Recording  TCM  symptoms,  diagnosis, 
prognosis,  expectations  for  treatment, 
alliance  with  subject 
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Study  Methodology 
Practitioner  Safety 

•  Safely  issues  Irt^ling  iraurna  survivors 
■  Safety  Resources 

"  Suicide  Prevention  Hoillne 
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study  Methodology: 

How  we  measure  improvement 
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Study  Methodology 
Patient  Safety 

•  An  adverse  event  is  any  tiealth  change 
(Of  side-effeclj  that  happens  to  a  volunteer 
wtiile  he/she  is  participaiing  tn  the  study. 

•  The  PI  Has  the  primary  responsibility  of 
reporting  adverse  events  to  our  Army 
safely  team. 

•  Please  contact  studystaff  of  any  negative 
liealtti  change  no  matter  how  small 

•  Please  utilize  91 1  orsuiclde  pfevention 
hotline  per  your  usual  clinical  protQCol. 


Recruitment/Randomization 


History 


In  the  first  Gulf  War  (Operation  Desert 
Shield/Storm,  1990-1991).  more 
troops  were  harmed  by  our  own 
technology  than  by  the  enemy. 
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History 
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Operation  Desert  Storm 


"Iraq  weni  from  the  fourlh-largest  army  in 
the  world  to  the  second-largest  army  in 
Iraq  in  100  hours” 
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Gulf  War  Illness 


Many  dSadl^  fiarms  of  modern, 
technolo^cal  warfare: 

•  Medication 

•  PesticKtes 


PB  Exposure 
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PB  Continued 

Risk  vs  Harm 

Dosage/exposure 
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Pesticide  Exposures 
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Pesticide  Exposures 

Organophosphates 
■  DEET,  Dichiorvous  pest  strip 
•  Chlorpyrifos,  Diazinon,  Malathion 
used  in  surface  spraying, 
environmental  fogging 


Pesticide  Exposures 


Organophosphates  a  lil.eiy  cause  of  GWI 
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Sarin  Exposures 

Sariti  is  classified  as  a  nerve  agent 

•  100.000  troops  exposed  at 
Khamisivah.  Irag 

•Onset  of  symptoms  after  observing 
explosions  of  Iraqi  missiles  (Multiple 
Chemical  Sensitiviiyi 


Other  Exposures 
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•  Oil  tires  and  smeke 

•  Vaccines 
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•  Chemical  agent  lesistanl  cGa)n.g 
(CARC)  paint 

•  Contaminated  food  and  war.?! 

•  Psy-ctioiogicri!  stress 


How  TCM  Characterizes  GWI 


TCM's  indlviduaSied  diagnosis  and 
treatinenl  strategy  appropriate  for 
heterogeneous  preservation 

•  1  CM  Neurology 
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irrj-ji  1 C  M  rerr  pective 

•  Autonomic  Neivouc  Syilem  (ANS) 

•  Bi  Syndrome 


TCM  Treatments 

TCM  Treatments 
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Biomedical  Treatments 
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Biomedical  Treatments 


Medically  unexplained  physical  symptoms 
(MUPS) 

•  Conservative  oiagnostc  tesliiij 

■  Judicious  use  of  medications 

•  Conadorative  goals 

•  Pnyi'.ical  n  d  lole  reactivator  to  reduce  disatiiliry 

■  Social  supports 

•  Cooidinalion  ct  care 

•  Psychiatric  care  only  when  specifically  indicated 

•  Inlens'/e  nuidimodal  care. 


Clinical  Partners 

We  11  vde  practd  crieis  of  acupuncture  and  OM  to 
collaborate  with  us  arid  contritiute  to  our 
t  now  ledge  base  about  GWI  by  sharmg  treatment 
results  If  you  have  liealed  veterans  wittr  G'.VI 
please  considtr  writing  case  rotorts  to  share  with 
us 


Please  submit  vour  case  reports  to. 


Clinical  Partners 

Suggested  formal  of  case  report; 

•  Abstract 

■  Description  of  the  case  -  presenting 
symptoms,  history,  pr'or  treatments  &  their 
effects,  diagnosis,  tieatrnent  strategy, 
treatment  points,  adjunctive  techniques, 
effects  of  tieatrnent 

•  Literature 

•  Discussion 

•  Summary  cr  conclusions 


Gulf  War  Illness 
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veterans! 


Methodological  Challenges  in  Designing  Research  Protocols  to  Evaluate  Acupuncture 
in  the  Treatment  of  Complex  Medical  Diseases:  the  Case  of  Gulf  War  Illness 


Lisa  Conboy,  MA  MS  ScD'''^,  Meredith  St.  John,  MAc.  LicAc.  \  Rosa  Schnyer,  LicAc  \  Julie  Dunn,  PhD^  ''New  England  School  of  Acupuncture, 

^Osher  Research  Center,  Harvard  Medical  School 
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Background 

•The  first  Gulf  War  (Operation 
Desert  Shield/Storm,  1990-1991), 
was  initially  considered  a  dramatic 
success  with  very  few  combat 
casualties.  More  troops  were 
harmed  by  our  own  technology  than 
by  the  enemy  (RAC  2008,  p.  214- 
228)* 

•Today  Gulf  War  Illness  (GWI)  is  a 
chronic,  multi-symptom  illness  (CMI), 
which  affects  more  than  one  fourth 
of  the  nearly  700,000  U.S.  military 
personnel  who  served  * 

Three  symptom  clusters: 

•Fatigability  -  Fatigue  24  hours  or 
more  after  exertion 
•Mood  and  Cognition  -  Feeling 
depressed  or  feeling  irritable, 
sleep  problems,  difficulty  thinking  or 
concentrating,  feeling  worried,  tense 
anxious,  problems  finding  words 
•Musculoskeletal  -  joint  or  muscle 
pain 

How  TCM  Characterizes  GWI 

•TCM's  individualized  diagnosis  and 
treatment  strategy  is  appropriate  for 
populations'  heterogeneous 
presentation 

GWI  neurological  presentations 
•A  new  disease  for  TCM 
•Wei-zhang  (Flaccidity  Syndrome) 
treatment  of  organophosphate 
poisoning 
•Bi  Syndrome 

•Autonomic  Nervous  System  (ANS) 
dysregulation 


Study  Methodology 
Objectives:  To  find  a  successful 
treatment  for  GWI,  by  gathering  data 
to  better  understand:  1 )  the 
effectiveness  of  acupuncture  in 
treating  GWI;  2)  the  mechanisms  of 
this  disease. 

Specific  Aim:  Evaluate  the 
effectiveness  of  an  individualized 
acupuncture  treatment  protocol  on 
the  volunteers'  most  distressing  GWI 
symptom. 

Design: 

•Unblinded  randomized  controlled 
trial  with  wait-list  control 
•Individualized  treatments 
•Active  group  -  6  months  of  biweekly 
treatment 

•Waitlist  group  -  2  months  of  waiting 
then  4  months  of  weekly  treatment 

Multilevel  Outcome  Measures 

•The  SF-36 

•Multidimensional  Assessment  of 
Fatigue 

•The  Profile  of  Mood  States 
•Pittsburg  Sleep  Quality  Index 
•Measure  Your  Medical  Outcomes 
Profile 

•Beck  Anxiety  Inventory 
•McGill  Pain  Scale 
•Carroll  Depression  Scale 
•Social  Support,  Social  Networks, 
and  Stress 

•Medication  use  and  Expectations 

for  Treatment 

•Biomarkers 


•Challenges: 

•Unknown  etiology 
•Heterogeneous  symptom 
•presentation 

•individualized  acupuncture 
treatments 

•Appropriate  control  group 

Clinical  Partners 

Practitioners:  Do  you  treat  veterans 
with  GWI?  Become  our  clinical 
partner  by  writing  a  short  case 
report.  Please  contact  Lisa 
Conboy  lconbov@nesa.edu 
or  Meredith  St.  John 
mstiohn@nesa.edu. 


Thank  you  Veterans!!! 
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New  England 
School  of 
Acliplincture 


study  Staff 

Marc  Goldstein,  MD:  Medical  Screener;  Jessica  Wolin,  MD:Medical 
Monitor;  Elaine  Scarmoutzos,  Project  Coordinator;  Christina  Noonan, 
MAc.,  LicAc.:  Research  Assistant;  Matthew  Hitron,  MD:Research 
Assistant;  Efi  Kokkotou,  MD:  Biomarker  Coordinator;  Roger  Davis  PhD: 
Statistical  Consultant;  Wehui  Li  PhD:  Work  Study  Student;  Kara  Marquis: 
Work  Study  Student 


*  Research  Advisory  Committee  on  Gulf  War  Veterans’  Illnesses.  Gulf  War  Illness 
and  the  Health  of  Gulf  War  Veterans:  Scientific  Findings  and  Recommendations. 
Washington,  D.C.  US  Gov't  Printing  Office,  November  2008. 


